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Docket No.: 0020-4802P 

(PATENT) 

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 

In re Patent Application of: ~ 
Ichiro AZUMA et al. 

Application No. : 09/743 , 750 Confirmation No. : 7730 

Filed; January 1 6, 200 1 Art Unit: 1 645 

For: FORMULATIONS USEFUL FOR Examiner: V. L. Ford 

IMM UN OTH ERAP Y FOR C AN C ERS 

CONTAIN (N G BACTERIAL COMPONENT 
AS AN ACTIVE INGR EDIEN T _ 

PRE- AP PEAL BRIEF REQUES T FOR REVIEW 

Mai! Stop AF 
Commissioner fur Patents 
P.O. Box 1450 

Alexandria, VA 223 1 3- 1 450 
Sir: 

in response to the Office Action mailed January 18, 2007, the. appellant respectfully 
requests a Pro-appeal Brief Conference. This request is being filed concurrently with a Notice of 
Appeal 

1 SI Remarks 

Applicants request withdrawal of the rejections of record as being clearly erroneous in 
fact and in law for the reasons set forth below. 

flU Status of Claims 

Claims 1-3, 5-8, !0«! i and 13-26 are pending in the present application. Claims 1-3, 5-8, 
1 0- 1 1 and 13-20 have been withdrawn by the Examiner. Claims 21-26 stand rejected. 

m\ Cround Si ,,QfB £ iecrtoB To Be Reviewed 

i) Rejection of claims 21-26 under 35 U.S.C. § 102(b) as being anticipated by 
Yumamura et al. (U.S. 4,543/253; (hereinafter "Rejection (1 yl. 
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2} Rejection of claims 21.-26 under 35 U.S.C. § 102(b) as being anticipated by 
Yftrkoni et ai. {Infection and Immunity, 28(3): 88 i -886 (1980)) (hereinafter "Rejection (2)"), 

3) Rejection of claims 21 -26 under 35 U.S.C. § 102(b) as being anticipated by /'bar 
et ai. (journal of National Cancer Institute, V. 48, No. 3, pp. 83 i -83 5) (hereinafter "Rejection 

(3) !1 ). 

3) Rejection of claims 21-26 under 35 U.S.C. § 112, second paragraph (hereinafter 
'"Rejection (4)"). 

Rejections 1-3 based <m anticipation 

The instant invention is drawn to an oii-in~wa!er emulsion wherein the emulsion is 
dispersed without crude particles, is negative for agglutination reaction with lectin, a Bacillus 
Cabrmtte-Guerin cell wall skeleton is encapsulated in an oil, and the particle diameter of oil 
droplets is 100 urn or less. Applicants maintain the position that the Examiner has failed to 
establish a prima facie case of anticipation as required by U.S.C. § 102 for at least the following 
reasons: 
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reaction with lectin, particle diameter of "25 unf or "100 urn or less", homogeneous dispersion.) 
would be inherent in the teachings of this reference. The Examiner contends thai process 
limitations have not been given patentable weight, because the product chimed and the product 
of the cited relVrene© appear to possess the same functional characteristics. 

As to Zbsr et a)., the Examiner asserts that Zbar et ai. teaches a composition comprising 
BCG ceil wails and mineral oil droplets having a diameter '.if less than 1 urn to greater than 15 
urn. The Examiner further asserts that certain claim limitations (i.e., emulsion negative for 
agglutination reaction with lectin) would be inherent in the teachings of this reference. The 
Examiner has not given weight to any process limitations. 

Yamamura et ai. is directed to a storable pharmaceutical composition comprising a 
dehydrated solid mixture of microbial cell wall skeleton, a vehicle oil and suspending and 
dispersing agents. Yarnamura et ai, describes compositions comprising Nocara'ia rubra cell wail 
skeleton, rather than Bacillus Calmettc-Guerin cell wail skeleton, as presently claimed. 
Yamamura et a!, does not teach use of an organic solvent during preparation of the emulsion. 

Yarkom ct ai. is directed to emulsified Mycobacterium bovis BCG cell wails and 
examines the influence of oil types and surfactant concentrations on the efficacy of emulsions, 
Yarkom et ai. does not teach the use of an organic solvent during the preparation of the 
emulsion. 

Zbar et ai, is directed to tumor suppression by ceil walls ai Mycobacterium bovis. Zbat et 
a), does not teach the use of an organic solvent during the preparation of their emulsion. 

Upon careful review of the cited references, it Is clear that the references do not teach 
each and every limitation of the instant invention At least the following physical characteristics 
are absent from the emulsions disclosed by the leferences; 1) an oil-in- water emulsion lacking 
crude particles 21 negative for agglutination reaction with lectin, 3) comprising a Bacillus 
Calmtte-Cunrin ceil wail skeleton encapsulated in an oil 4; with an oil droplet particle diameter 
of 100 urn or less. As explained above, the processes used to create the emulsions of the prior 
art aJi lack a step wherein an organic solvent is added to the cell n ull skeleton and the oil prior 
to addition of the aqueous phase to the emulsion. 
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& 1" C'aiLbedst id s k. x > Fast 
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